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VITEK® 2 AST-ST Ampicilin

510(k) Submission Information:

Submitter's Name: bioMv6rieux, Inc.

Address: 595 Anglum Road
Hazelwood, MO 63042

Contact Person: Jolyn Tenilado
Director, Regulatory Affairs

Phone Number: 314 -731-8386

Fax Number: 314-731-8689

Date of Preparation: September 2011

B. Device Name:

Formal/Trade Name: VITEK8 2 Streptococcus Ampicillin

Classification Name: Fully Automated Short-Term Incubation Cycle
Antimicrobial Susceptibility Device, 21 CFR 866.1645
Product Code LON

Common Name: VITEK5 2 AST-ST Ampicillin

C. Predicate Device: VITEK® 2 Gram Positive Amoxicillin for Streptococcus
pneumoniae (K063597)

0. 510(k) Summary:

VITEK' 2 AST-ST Ampicillin is designed for antimicrobial susceptibility testing of
Streptococcus species.
VITEK® 2 AST-ST Ampicillin is a quantitative test intended for use with the VITEK® 2 and
VITEK® 2 Compact Systems as a laboratory aid in the determination of in vitro susceptibility to
antimicrobial agents.
Ampicillin has been shown to be active against the microorganisms listed below:
Beta-hemolytic group Streptococcus species
Viridans group Streptococcus species

The antimicrobial agent presented in VITEK® 2 AST Cards is in concentrations equivalent by
efficacy to standard method concentrations in mcg/ml. The VITEK® 2 AST Cards are
essentially miniaturized versions of the doubling dilution technique for determining the
minimum inhibitory concentration (MIC) microdilution methodology.
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The bacterial isolate to be tested is diluted to a standardized concentration in 0.45 - 0.50% saline
before being used to rehydrate the antimicrobial medium within the card. The VITEK 5 2 System
automatically fills, seals and places the card into the incubator/reader. The VITEk® 2 Compact has
a manual filling and sealing operation. The VITEI& 2 monitors the growth of each well in the card
over a defined period of time (up to'36 hours for yeast). At the completion of the incubation cycle, a
report is generated that contains the MIC value along with the interpretive category result for each
antimicrobial contained on the card.

VITEk® 2 AST-ST Ampicillin demonstrated substantially equivalent performance when compared
with the CLSI broth microdilution reference method, as defined in the FDA Class 11 Special Controls
Guidance Document: Antimicrobial Susceptibility Test (AST) Systems; Guidance for Industry and
FDA. Issued August. 28, 2009.

The Premarket Notification (51 0[k]) presents data in support of VITEK® 2 AST-ST Ampicillin. An
external evaluation was conducted with fresh and stock clinical isolates, as well as a set of
challenge strains. The external evaluations were designed to confirm the acceptability of VITEle 2
AST-ST Ampicillin by comparing its performance with the CLSI broth microdilution reference
method, The data is representative of performance on both the VITIEK' 2 and VITEFQ 2 Compact
instrument platforms. VITEIC 2 AST-ST Ampicillin demonstrated acceptable performance of
99.1 % overall essential agreement and 97.0% overall category agreement with the reference
method. Reproducibility and Quality Control demonstrated acceptable results using both the
VITEK' 2 and VITEK' 2 Compact instrument systems.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heath Service

........ Food and DrUg Aodministration
10903 New Hampshire Avenute
Silver Spring, MD 20993

bioN'ldrieux, Inc.
c/o Jolyl - lnllacl
Dirctor. RC0lajtorv AfIhirs
595 Anglum Rd.
HI-! wood.M ssouri 63042

Re: K 112075
Tr~iadec/Device Name: \/ TIE.K 2 Streptococcus Am picillin
ReCuIlationl Numlber: 2l CFR§ 866.1645
RCul-at ion 'Name: Short-levi a Antiiiobial SuIsceptibility Test Systeml
Reaulatoryv Class: C lass I I
Product Code: LON
LDated: July 19- 2011
Received: July 20, 2011

Dear [\I s. Ten I ado:

\We have revi\eed your Section 5 1 0(k) premarket notiftication oF intent to market the dlevice
rel~erenced above and hav\e de terra i ned thle deVIcc is substantially eq trivalent (For1 thle indications
101 Use stated inl the elCosu r) to leglal l% marketed lpredicate devices marketed in interstate
com merce prio 10May 28. 1 976. the enactment date oF the iMedical Device Amendments. or io
devices that have been reclassi lied in accordance with the provisions oF the Federal Food. Drutig
and Cosmetic Act (Act) that do not reqluire approval of a prermtrket approval application (PiMA).
YOU may. there Fore, market the device, subject to the general controls provisions oF the Act. The
genleral controls provisions of the Act incilude requirements for allUal registration. listing of'
devices, good tmanllfaCtrring practice, labeling, anld prohibitions against rlisbrandihnt and
adtrlteration1.

IF your cdex'ice is elassi lied (see above) into class It (Special Controls). it may be subject to such
additional conitrols. Existiniz Maj or regulationIs affecting your device can be t'oULd in 'Iitl c*21I
Code of' Federal Regulations (CFR). Parts 800 to 895. In addition. FIDA imay' p)ub Ii~ s h Frther
announMcemlentIs conCerni11 \11n c tr(l\i cc in the Fedleral Recisier.

P lease be advised that FDA's issuance oF a substantial elU iv\alence determ ination does not mleanl
that FDA has made a deterrai nationl that yIour device complies wvith other req ti ireients oF the Act
or any Federal statUes anld retlationIS administered by other Federal agencies. YOU mt1.st
comply with all the Act's requmiirems incltidin,. but nlot limiteLd to: recistrtion01 anld listin, (21
CUR Part 807): labelin' (291 CFR Parts S01 and 809); medical dlevice reporting (reporting of'
medical device-related adverse events) (21 CUR 803); and good mlrancturirtI11z IpatICti
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reqluirements as set forth in the quality systemis (QS) regulat ion (I1 C FR Part 820). lh is lee
WvIll allow yotu to begin marketing 'your device as dese ribed inl youtr Section 5 10(k) ptrnarket
noti ficati on.- The F DAN Iindi n t o f substantial equdl aence of your device to a lesal Iv marketed

pied icate device results in a classification for your device and thus, permIlits your (Ie\'ice to
lproceed to the mnarket.

Ifyo deirespecific advice foy your device on our Labeling regulation (I! CFR 'ars 801 and
809): p lease conwtct the Office of Ili Vitro Diagnostic Device 13 vl ation anrd Salfty at (30 1) 796-
5450. Also, please note the regultion enti tled, N4 isbrand iag by rel krence to preinarket
notification' (21I C FR Part 807.97). For questions regaring the reporting of adv~erse events
underIC the N'VOR reglation (2 1 CER Part 803). please go to

ittID:// ww. I . te /Nicci cl eviesS afey{~poIa ro1)1e i/c eft1il. 1 v [folte CII)RI-Is 01ficc.
of urveillanice and Biomietrics/Division of Postnarket Surveil lane.

Yeu ti vav obtain other general information Onl your responsibilities Winder the Act Foat the
Division of' Small tManufacturers. Interational and Consumer Assistance at its toll-Free number
(800) 638-2041 or (301) 796-7100 or at its [niteirnet address
it t 1:/w . Ida. goe v/cd rh/i riduLstrv/sui1)po rt/i nidex 1.htmll1.

Sincerely yours,

Sally A. f-ojvat. M.Sc.. Ph.D.
Director
Division of Microbiology Devices
Office of Ihr Vitro Diagnostic Device
Eival uation and Safety
Centelrfor Devi ces and kad iol-ci cal H-eaIt h

Enclostie



Indications for Use

510(k) Number (ifknw)kI

Device Name: VITEK9 2 Streptococcus Ampicillin
(0.25 - ! 16 pg/mL)

Indications For Use:

VITEK® 2 Streptococcus Ampicillin is designed for antimicrobial susceptibility testing of
Streptococcus species. VITEK® 2 Streptococcus Ampicillin is a quantitative test intended for use
with the VITEK® 2 and VITEK® 2 Compact Systems as a laboratory aid in the determination of in
vitro susceptibility to antimicrobial agents. Ampicillin has been shown to be active against the
microorganisms listed below:
Beta-hemolytic group Streptococcus species
Viridans group Streptococcus species

The VITEK® 2 Antimicrobial Susceptibility Test (AST) is intended to be used with the VITEK® 2
System for the automated quantitative or qualitative susceptibility testing of isolated colonies for
the most clinically significant aerobic gram-negative bacilli, Staphylococcus spop., Enterococcus
spp., Streptococcus spp. and clinically significant yeast.

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CER 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Office of In Vitro Diagnoistic Device
Evaluation and Safety
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